
CERTIFICATE OF PHARMACEUTICAL PRODUCTI
This cediUcate confoms to the format recommended by the World Health Organizalion

(General instructions and explanatory notes attached)

I DCNDMUKWU2022I021 VALID UPTO: 16.02.2024No. of certificate

Exporting (certifying) country : INDIA
lmporting (requesting) country : As per Annexure

1. Name and dosage fom of product I Calcium Folinate lnjection BP

'1.1 Active ingredient(s)'? and amount(s) per unit dose3 : Each ml contaills:
Calcium Folinate BP
Eq. to Folinic Acid 1omg
Water for lnjeclion BP q.s.

For complete qualitative composition including excipients, see attached.'NA

E ruo f_-] unknown E

3.3 Do the

Yes

facilities and operations confom to GMP as recommended by World Health Organisation?15

E Ho f-l Notappricabre E
e information submitted by the applicant satisfy the certifying authority on all aspecls olthe manufaclure ofthe producl?16

tI No f_l r.rotappricaure l-_l

F_l"o E

Name of the

Does the

Yes

lf no,

Address of
State Drugs
Controlling
H.P., Baddi,
01795-244244, Signature: COntrOllinO cum lrce

Stamp and daksaddrDlsti.Solan (H

tate Drugs Contr

n 1795.244288, sdc

1.2 ls this produd licensed to be placed on the market for use in the exporting country?s Y"" I ,-l *o l-l
1.3 ls this producl aclually on the maftet in the exporting country? Yes

lfthe answer to 'l-2 is Yes, continue with section 2A and omit seclion 28
lfthe answer to 1.2 is No. omit seclion 2A continue section 286

2A
A.1 Number of producl licenseT NNZO8,/40 & BNZOS/4i
and date of issue : 28.12.2020
A.2 Product license holder: KWALITY PHARMACEUTICALS LTD.

(Name and address) 'l-A, lndustrialArea, Raja Ka Bagh
Teh: Nurpur, Distt: Kangra (H.P.)
PIN:176201

A.3 Status of product license Holder8

a f'_l u I--l c l--l
A3.l For categories b and c the name and address ofthe

Manufaclurer producing lhe dosage
torm arer : Not Applicable

A.4 ls summary basis of approval appended ?r0
Ves f--l No [--lL____l L l

A.5 ls the attached, officially approved product information
Complete and consonant with the license ?r1

v"" l--'l "o f_l Not provided E
4.6 Applic€tion for certificate if different from

license holder r'l : Not Applicable

3- Does the c€rtifying authority arrange for periodic inspeclion of the manufacluring plant in which the dosage Iorm is produced?

Yes f Not anoticaut"" E
lf no or not applicable proceed to question 4

3.1 Periodicity of routine inspeclions (years): Once in a Yeat

3,2 Has the manufacture of this type of dosage form been inspested? Yes

MAR

2B
B.l Applicant for cedificate (name and address)

8.2 Status ofaf_lb

B.2.1 For categories b and c the name and address ofthe

manufaclurer producing the dosages form aree

8.3 Why is marketing authorization la.king

EEt]E
Not Not under refused

Required Requested consideration

8.4 Remark:13

application:

EC



ANNEXURE

No.ofCertificate: DCA/DMUKWU2OaaIO2'|

Name ofthe Producl: calcium Folinate lnjecfion Bp

List of Countries,/ lnstitution to which the abdve product will be Exported / locally supplied.

VALID UPTO: 16.02.2024

^ 
1 7 I 5.24 4 Z Bg,sd c 4r,rpbS r;;;0"

r. Argena 29. Llenmark c/. Japan 85. N,ger 11J. Sparn

30.Domrnrcan Republrc 5E. Kazakhstan 86. N€ena 114. lalrxrstan

3. Argentina 3l.hcuador 59. Kenya 115 Tarwan

J2.Egypt b0. Kuwart 1',]6 lanzanra

5. Azerbaljan JJ.EI 5atVaOOr o r_ 
^yrgyzslan

u9. uman Ill. I naltano

6. Alganrstan J4.EStOnta bz. Korea 9U. Pak6tan 1l u. logo

/. Alrslrara 35.Ethiopia 63. Laos v t. Hanama 119. longa

6. Banrarn 36.FUr 04. LaNra 92. uapua New uurnea 12U_ Innloao & IoDago

v.6angraoesn 3l -l-tance ti5. Lebanon 93. Paraguay z I. tuntsta

36.Gabon 6ti. Lrbefia v4. Peru ltl. I u$ey

11. Betze o/. Lroya 95. Phrlrpptnes 123, UAE
'12. tselorussta 06. Ltlnuanra 9b. POtand I24. Uganoa

13. Benrn 11. (iurnea 69 Malawr tzc. uKratne

4 bo|vta 42 (jamb,a 70. Malaysia 98. Romania tzo. un[eo Arngoom

t5. braz 43. Goorgra 99. Russra rz a. uruguay

ro. Eurgana /2- Malt 100. Rwanda 128. USA

I / trnutan 45. Ha[t /3. Mauotanra tut. samoa 129. Uzbekrstan

1E. tsurkrna Faso 40. HOnOUTaS 1U2 SaudrArabra 130. Venezuela

19. Uambodra 47 Hungary lUJ. Senegar tJ r. vtelnam

20 cameroon 48. lndonesia /b. Moloova tu4. iterra Leone 132. Yemen

zl. un e / /. MOngoIa 133.lafie

lz. cntna 50. lraq /8. Morocco lUO.5lOVenta 134. Lamota

ZJ UOIUMDIA 5 r. tsraet /9. Myanmar 'lu/. >ouln Alflca

24. uongo 52. lvory L;oast u0. Mozambrque l0E. south Korea 136 South Sudan

25. Costa Rrca 53 tretand d I Namtota 10E. Sn Lanl(a 137.Lremocratrc Republrc Ot Laos

2ti. Cuba 54. [ary 62. Nepat 11U Sudan 13E. Bruner

z/. uzecn KepuDIc 55. Jamarca 83. New Zealand I I l. iunname 'l39.lceland

'26 Cutacao 56. Jordan 't'tz.syna 140. I urKmenrstan

3 o uln ?022

4U. UUatemata

tJ5. Ztmoaowe
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